IRB Re-approval and Modification Request
Copy to your own files; fill out by tabbing to and clicking in gray boxes;
Email to:               (the final signature page of this form must be submitted in hard copy)
IRB Chair

Office of the Associate Provosts




Phone:  740-427-5117
Kenyon College






E-mail:  IRB Administrator
Edelstein House






Website: http://www.kenyon.edu/x30101.xml
Gambier,Ohio 43022





 

Please consult IRB Policies & Procedures Manual for description of application categories and other definitions.
For Re-approval Application, complete sections A through F.1 and sections G and H.
For Modification Application, complete all sections.

SECTION A:   APPLICATION CATEGORY
PROTOCOL NO.      
This request is for:   
 FORMCHECKBOX 
 Re-approval      FORMCHECKBOX 
 Modification      FORMCHECKBOX 
 Both (study is about to expire and changes are requested)
Does your Modification request increase risks to your participants?  Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

If yes, does this warrant a change in review category?  Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

	EXEMPT           FORMCHECKBOX 

	EXPEDITED            FORMCHECKBOX 

	FULL REVIEW           FORMCHECKBOX 



What level was your original review? 
SECTION B:   PRINCIPAL INVESTIGATOR INFORMATION
Has your Project Title changed from your original submission?    Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

ORIGINAL PROJECT TITLE:        

NEW TITLE, if applicable:       
PRINCIPAL INVESTIGATOR NAME:       
         FACULTY  FORMCHECKBOX 
     STAFF  FORMCHECKBOX 
     STUDENT  FORMCHECKBOX 
    VISITING FACULTY  FORMCHECKBOX 
    OTHER  FORMCHECKBOX 

DEPARTMENT      
DEPT. ADDRESS           WORK PHONE      
E-MAIL      
HOME PHONE      
MAILING ADDRESS      
                                        PO Box 
Street     City     State     Zip                                                                              

RESPONSIBLE FACULTY NAME:         (If Principal Investigator is a student or visiting faculty)    
DEPARTMENT      


                      

DEPT. ADDRESS      
E-MAIL      
WORK PHONE      
SECTION C:  ASSISTANT INVESTIGATOR INFORMATION
Has there been any change to Assistant Investigators in your study?  (i.e., new, drop, etc.)     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

If you answered yes, please indicate change and add or delete investigators below.

ADD NAMES AND STATUS OF ANY OTHERS WHO WILL MAKE CONTACT WITH HUMAN SUBJECTS:
                      FACULTY  FORMCHECKBOX 
   STAFF  FORMCHECKBOX 
     STUDENT  FORMCHECKBOX 
  VISITING FACULTY  FORMCHECKBOX 

 Type Name

                   FACULTY  FORMCHECKBOX 
   STAFF  FORMCHECKBOX 
     STUDENT  FORMCHECKBOX 
  VISITING FACULTY  FORMCHECKBOX 

 Type Name
 DELETE NAMES (Specify):      
SECTION D:  TYPE OF RESEARCH
Has your research changed in the form of type?  (e.g., from pilot to honors, etc.)     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Please mark check box for current status and specify any changes below

 *Honors Thesis  FORMCHECKBOX 
     Faculty Research  FORMCHECKBOX 
     Visiting Faculty  FORMCHECKBOX 
     Problems Course   FORMCHECKBOX 
     Pilot Project  FORMCHECKBOX 
 

 Independent Research  FORMCHECKBOX 
    Program Evaluation  FORMCHECKBOX 
     Instruction  FORMCHECKBOX 
     Other  FORMCHECKBOX 

 Change to (Specify):   FORMCHECKBOX 
      
Has your Project funding changed?  Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Please checkmark current status and specify the desired status change below

SPONSOR INFORMATION 

PROJECT FUNDING    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, budget amount $                             

Name of Funding Agency (e.g. FAC/Kenyon, KC Summer Scholar,  NEH, NSF)                              

FUNDING TYPE

Current:  Summer Scholar  FORMCHECKBOX 
     FAC/Kenyon Funding  FORMCHECKBOX 
      Research Grant   FORMCHECKBOX 
     Contract  FORMCHECKBOX 
    Fellowship/Training Grant  FORMCHECKBOX 
     Secured Funding  FORMCHECKBOX 
        Pending Funding  FORMCHECKBOX 
       Sub-contract   FORMCHECKBOX 
 
Change to (Specify):  FORMCHECKBOX 
      
Account Number if known:       
SECTION E:  PROGRESS TO DATE
1. Provide a summary of your progress to date, including difficulties or adverse events encountered, if any.  If you have not yet enrolled participants, please explain why.

        Enter text:      
2. Describe changes in the risks or benefits to subjects over the last period of approval, including unanticipated or increased risks, if any.   Have any participants withdrawn from the study?  Explain reasons.

       Enter Text:       
SECTION F:  RESEARCH SUBJECTS AND METHODS
Do you propose a change in subject population or methods from your original request?   Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
 
If you answered no, complete Section F.1 and indicate your currently approved and continued status and skip Section F.2.
If you answered yes, please complete Sections F.1. and F.2.

SECTION F. 1:   CURRENT POPULATION AND METHODS
POPULATION (check all that apply):

Adults  FORMCHECKBOX 
    Children/Minors  FORMCHECKBOX 
    Prisoners or Parolees  FORMCHECKBOX 
     Mentally Handicapped  FORMCHECKBOX 
    Pregnant Women  FORMCHECKBOX 
 

Other (please describe)  FORMCHECKBOX 
      
           Number of Adult Subjects              Ages of Adult Subjects       
           Number of Minor Subjects             Ages of Minor Subjects       
           Total Number of Subjects       
1.  Number of participants you are approved to enroll?            
2.  Number of participants enrolled since initial approval?       
3. How many consent/assent forms were approved by the IRB at the initial or last re-approval application?       
          Consent forms         Assent forms         (please attach clean unstamped copies of each form.)

4.  If you propose to add new consent or assent forms for use in this study, or revise existing forms, please send them.
METHODS (check all that apply): 
Questionnaire/Survey  FORMCHECKBOX 
     Internet Survey  FORMCHECKBOX 
    Interviews  FORMCHECKBOX 
     Focus Groups  FORMCHECKBOX 
     Videos  FORMCHECKBOX 
    Audio Recordings  FORMCHECKBOX 
                 Deception   FORMCHECKBOX 
    Test  FORMCHECKBOX 
    Task  FORMCHECKBOX 
    Observation  FORMCHECKBOX 
    Existing Files  FORMCHECKBOX 
    Data Banks  FORMCHECKBOX 
   Transcriber  FORMCHECKBOX 
    

Translator  FORMCHECKBOX 
    Interpreter  FORMCHECKBOX 
     Flyers/Postings  FORMCHECKBOX 
 

Other (Specify):  FORMCHECKBOX 
         
SECTION F. 2:  PROPOSED MODIFICATIONS (if any)
POPULATION:
1.  Are you proposing to increase number of participants?  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
           If yes, Number of additional Adults         Number of additional Children/Minors       

           For additional participants, will this require new Consent or Assent Forms?    FORMCHECKBOX 
 Yes      FORMCHECKBOX 
No 

2.   If you answered yes, please indicate:

           How many total consent/assent forms are you currently approved for?       
           How many new consent forms will be attached to this submission?       
           How many new assent forms will be attached to this submission?           
3.  Will you be revising any currently approved consent for assent forms/s (new sites added, additional instruments, follow ups,
            etc.)   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

4.  If you answered yes, please indicate:

           How many currently approved consent forms will be revised?       

           How many currently approved assent forms will be revised?       
METHODS:

1. Are you proposing to add or delete any instruments from your currently approved protocol?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
      If yes, how many instruments will you be adding or deleting?  Add:        Delete:      
2. How many instruments will you be using in total?       
 Please describe and list the title of each instrument(s) added or deleted below and attach all added instruments:       
Please describe any other proposed modifications or changes below in the appropriate category.

SCOPE OF PROJECT:
     
RESEARCH METHODS:
     
RISKS AND BENEFITS:
     
INFORMED CONSENT:  
      

OTHER CHANGES (specify):       
Pease make a hard copy of the next page.  Once you have obtained the appropriate signatures, please send or deliver to the IRB Administrator’s Office, Edelstein House. 
See next page  (use tab)
Assurance Page   Please fill out, make a separate copy of this page, and submit in hard copy with original signatures to the IRB, Edelstein House.
SECTION G:  PRINCIPAL INVESTIGATOR CERTIFICATION  

 I certify that the protocol activities and procedures proposed for this study will be carried out as described in this application following the research ethics, norms and standards in my discipline.  
                           

Typed Name Principal Investigator
  ______________________________________________                               
  Signature of Principal Investigator                                                                Date
SECTION H:  FACULTY SUPERVISOR APPROVAL FOR STUDENT RESEARCH 
                         

Faculty Adviser/Supervisor Name Typed
__________________________________________________________________________                   
     
 Signature of Faculty Adviser/Supervisor                                                           



               Date
SECTION I:   DEPARTMENTAL APPROVAL
                         

Typed Name of Department/Program Chair or Administrative Division Head 
__________________________________________________________________________                 
     
 Signature of Department/Program Chair or Administrative Division Head



Date
For Re-approval or Modification, submit MS Word files of this IRB Progress Report and all new/revised forms to the IRB.  

Please allow the following timeline for review and approval of your application*:

Re-approval:  @1 week
Modification and Re-approval:  1-2  weeks unless full board  review is required.
Full Review Modification:  3-5 weeks

Modifications may not be implemented or research continued until the IRB has issued an approval letter.
*Times are estimated. Your submission must be complete or your application will not be reviewed.  You will be contacted via email or phone regarding the results of your review. 
BOX FOR IRB USE ONLY                  PROPOSAL # __________________

________________________________           __________________                          APPROVED           (
Human Subjects Reviewer                                                Date                                               PENDING REVISIONS        (                                                                        

Subject to the following conditions:                                                                                                        CLOSED          ( ____________________________________________________________________________________

____________________________________________________________________________________

_______________________________________________________________
Please make a separate copy of this page and submit in hard copy with original signatures to the IRB Administrator.
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